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FOR CLASS 1 POTENCY’ 


DIPROLENE 


Hetamethasone dipropionate 
Ointment, USP 0.05% 


IN ACTIBASE™ 


(potency expressed as betamethasone} 
For Dermatologic Use Only — Not for Ophthalmic Use 

Summary of Prescribing Information: 

INDICATIONS AND USAGE DIPROLENE Ointment is indicated for relief of the 
inflammatory and pruritic manifestations of corticosteroid-responsive dermatoses. 


CONTRAINDICATIONS DIPROLENE Ointment is contraindicated in patients 
who are hypersensitive to betamethasone dipropionate, to other corticosteroids, or 
to any ingredient in this preparation. 

PRECAUTIONS General Systemic absorption of topical corticosteroids has 
produced reversible HPA axis suppression, manifestations of Cushing's syndrome, 
hyperglycemia, and glucosuria in some patients. 

Conditions which augment systemic absorption include the application of the 
more potent corticosteroids, use over large surface areas, prolonged use, and the 
addition of occlusive dressings. (See DOSAGE AND ADMINISTRATION 
section } 

Therefore, patients receiving a large dose of a potent topical steroid applied to a 
large surface area should be evaluated periodically for evidence c* HPA axis suppres- 
sion by using the urinary free cortisol and ACTH stimulation tests. If HPA axis sup- 
Pression is noted, an attempt should be made to withdraw the drug, to reduce the 
frequency of application, or to substitute a less potent steroid. 

Recovery of HPA axis function is generally prompt and complete upon discontinu- 
ation of the drug. Infrequently, signs and symptoms of steroid withdrawal may occur, 
requiring supplemental systemic corticosteroids. 

Children may absorb proportionally larger amounts of topical corticosteroids and 
thus be more susceptible to systemic toxicity. (See PRECAUTIONS — Pediatric 
Use.) If irritation develops, topical corticosteroids should be discontinued and 
appropriate therapy instituted. 

In the presence of dermatoiogical infections, the use of an appropriate antifungal 
or antibacterial agent should be instituted. If a favorable response does not occur 
promptly, the corticosteroid should be discontinued until the infection has been ade- 
quately controlled. 

Carcinogenesis, Mutagenesis, and impairment of Fertility Long-term 
animal studies have not been performed to evaluate the carcinogenic potential or 
the effect on fertility of topically applied corticosteroids. 

Studies to determine mutagenicity with prednisolone have revealed negative 
results. 

incy C Corticosteroids are generally teratogenic in laboratory 
animals when administered systemically at relatively low dosage levels. The more 
potent corticosteroids have been shown to be teratogenic after dermal application in 
laboratory animals. There are no adequate and well-controlled studies of the terato- 
genic effects of topically applied corticosteroids in pregnant women. Therefore, topi- 
cal corticosteroids should be used during pregnancy only if the potential benefit 
justifies the potential risk to the fetus. Drugs of this class should not be used exten- 
sively On pregnant patients, in large amounts, or for prolonged periods of time. 

Nursing Mothers |t is not known whether topical administration of corticoste- 
roids could result in sufficient systemic absorption to produce detectable quantities 
in breast milk. Systemically administered corticosteroids are secreted into breast milk 
in quantities not likely to have a deleterious effect on the infant. Nevertheless, cau- 
tion should be exercised when topical corticosteroids are prescribed for a nursing 
woman. 

Pediatric Use Use of DIPROLENE Ointment in children under 12 years is not 
recommended 
induced HPA axis suppression and Cushing's syndrome than mature patients 
because of a larger skin surface area to body weight ratio 

Hypothalamic-pituitary-adrenal (HPA) axis suppression, Cushing's syndrome, and 
intracranial hypertension have been reported in children receiving topical corticoste- 
foids. Manifestations of adrenal suppression in children include linear growth 
retardation, delayed weight gain, low plasma cortisol levels, and absence of 
response to ACTH stimulation. Manifestations of intracranial hypertension include 
bulging fontanelles, headaches, and bilateral papilledema. 

Administration of topical corticosteroids to children should be limited to the least 
amount compatible with an effective therapeutic regimen. Chronic corticosteroid 
therapy may interfere with the growth and development of children. 

ADVERSE REACTIONS The local adverse reactions that were reported with 
DIPROLENE Ointment during Clinical studies are as follows: folliculitis, 2 per S00 
patients; erythema, 2 per 500 patients; pruritus, | per 500 patients; vesiculation, 

1 per 500 patients. 

The following local adverse reactions are reported infrequently when topical corti- 
costeroids are used as recommended. These reactions are listed in an approximate 
decreasing order of occurrence: burning, itching, irritation, dryness, folliculitis, hyper- 
trichosis, acneiform eruptions, hypopigmentation, perioral dermatitis, allergic contact 
dermatitis, maceration of the skin, secondary infection, skin atrophy, striae, miliaria. 
OVERDOSAGE Topically applied corticosteroids can be absorbed in sufficient 
2mounts to produce systemic effects. (See PRECAUTIONS ) 

DOSAGE AND ADMINISTRATION } Apply a thin film of DIPROLENE Oint- 
ment to the affected skin areas twice daily, once in the morning and once at night. 
Amounts greater than 45 g per week should not be used. 

DIPROLENE Ointment Is not to be used with occlusive dressings. 
HOW SUPPLIED DIPROLENE Ointment 0.05% is supplied in 15-(NDC 0085- 
0575-02), and 45-gram (NDC 0085-0575-03) tubes; boxes of one. 

Store between 2° and 30° C (36° and 86°F). 


For more complete detalls, consult package Insert or Schering 
literature avallable from your Schering Representative or Profes- 
sional Services Department, Schering Corporation, Kenilworth, 
New Jersey 07033. Rev. 8/84 
12923414 


Reference 1. Cornell RC, Stoughton RB: Topical corticosteroids, in 
cg oth H, Maibach H (eds): Psoriasis. New York, Marcel Dekker, 1985, 
pp 337-362. 


- Schering Corporation 
Kenilworth, NJ 07033 
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